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Food &‘Di-ug Adn - __ Yarlclawn 
5600 Fishers Lane 
Rockville, MD 20857 

RE: Citizen Petition 99P-4613 

Dear Commissioner Henney : 

FDA will soon be making a final determination on my petition to revoke the use of 
Posilac, based upon evidence that the formula for Monsanto’s hormone was’altered 
subsequent to FDA’s exhaustive review. 

TIMELINE 

On August 24,1990, FDA published a review of bovine somatotropin in Science. AS a 
result ofFDA’s review of Monsanto’s application, FDA made three determinations: 

1. FDA incorrectly determined that pasteurization destroyed the 
majority of the bovine growth hormone in milk so that it w.as not 

., I..* necessary for Monsanto to develop&n assay.’ “.,:’ _^ : jl/ -% 

2. FDA incorrectly determined that pasteurization destroyed the 
majority of the bovine growth hormone in-milk So that‘hiIon&to ’ 
was relieved from performing further toxicoiogy studies. .“., I.~,l :,:+ ,,,-I I ,.:r : .,; .,../ ,.’ . : : 

3. FDA assigned a ‘zero-day withdrawal” for rbST-treated ~~~~ “--.‘; ” “; ‘.’ 

Afier FDA’s determination that rbST treated milk was safe to’&ink 
for humans, the one remaining issue was ‘whether or n&it w&d 
be safe or ethical to use on dairy cows. 

In 1992, Monsanto learned that five “freak” amino acids were produced during the 
manufacturing process for rbGH. Since the review for human safety had already been 
completed, Monsanto withheld that information from FDA. Monsanto did not reproduce 
previousIy submitted research with the changed formula. 
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Should FDA not take action against such an 
uqmcedented act, that would represent a deception against the American people. 

Very truly yours, 

Robert Cohen 

RC/am 

CC: Linda Suydm, Seuior.Associate Commissioner - F1>A (pax: 30143-5g30) 
cc: Andrew Beaulieu, Deputy Director - CW @a~: 301~594- 1830) 


